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INTRODUCTION
This research was conducted among soldiers enrolled in Advanced Individual Training at Fort Jackson SC. It utilizes a group, randomized controlled intervention trial study design to evaluate the effectiveness of a cognitive-behavioral intervention to: (1) prevent sexually transmitted infections (STIs), unintended pregnancies (UIPs), alcohol and other substance misuse, and exposure to or involvement with personal sexual violence; (2) reduce participants' risk for STIs, UIPs, alcohol and other substance misuse, and exposure to or involvement with personal sexual violence by (a) decreasing gaps in knowledge and misperceptions about risk and prevention, (b) increasing motivation to change risk behaviors, (c) building effective skills to engage in health promoting behaviors, (d) decreasing sexual risk behavior; and (3) determine the best strategy for educating participants about the sensitive health matters such as STIs, UIPs, alcohol and other substance misuse, and exposure to or involvement with personal sexual violence. Additionally, all participants completed self-administered questionnaires and were screened for STIs (C. trachomatis and N. gonorrhoeae) at baseline. As of July 31, 2013, 933 AIT soldiers undergoing training within the 187 th Ordnance Battalion at Fort Jackson, SC were enrolled in this randomized controlled intervention research trial. Of these research participants, to date, 149 have completed a web-based, self-administered questionnaire ranging between 6 and 12 months post-intervention. Since our funding was halted during the evaluation process, we have not been able to complete remaining follow-up questionnaires since a number of the participants are still pending in the follow-up window. If we are able to secure new research funds, we will continue efforts to follow the remaining soldiers per our research protocol. The completion of these follow-up questionnaires is essential for the evaluation of the effectiveness of the experimental intervention.
BODY

Statement of Work
The following include the Statement of Work (SOW) activities for this research project as well as a brief description of the activities that were undertaken to accomplish each SOW.
Brief commanding officers at each participating site and enlist the support of the preventive medicine and medical community at each of the participating commands.
The following briefs were completed in 2004:
1. Fort Bragg, NC: MAJ Lolita Burrell (then CPT (P), Richard Carr, and Crystal Ross were briefed. MAJ Burrell was tasked with assisting with the operational and scientific aspects of the study. We had monthly conference calls with her to discuss all aspects of the study until she change posts and was no longer named our Government Officer of Record.
2. Fort Monroe, VA: COL James Jolissaint, Command Surgeon, US Army TRADOC, and Dr. Carole van Aalten, Risk Reduction Manager were briefed. We had three conference calls with Col Jolissaint and Dr. van Aalten. COL Jolissaint played a key role in assisting us in identifying Fort Sam Houston as a participating performance site. Medical Battalion, MAJ Beverly Jefferson, MAJ Chad Nelson, CPT David Glen, CPT Jennifer Jablin, and LTC Caron Wilbur. COL Coleman retired and LTC Wilbur became our point of contact. She was subsequently named a site investigator by the BAMC IRB. LTC Wilbur was going to assist us with setting up focus group discussions and all operational and scientific aspects of the study that pertains to Fort Sam Houston, but due to months of delay with the BAMC IRB's review of our protocol to conduct focus groups we withdrew our application to conduct research at Fort Sam Houston. At that point in time we had no leads (contacts) on suitable Army posts to conduct the proposed research. The primary purpose of the focus groups (anonymous small-group discussions) was to determine the best intervention strategy to affect behavioral change among soldiers who were undergoing AIT at Fort Jackson. Another purpose of the focus group discussions was to better understand AIT soldiers' knowledge, attitudes, beliefs, and behaviors related to risk and prevention of sexually transmitted infections (STIs), unintended pregnancies (UIPs), and alcohol and substance misuse. In addition, the information gathered from the focus group discussions was to better understand the Army-specific context in which health promoting and health risk behaviors occur. For example, we were interested in learning how a recent or impending deployment may influence risk for STIs, UIPs, and alcohol and substance misuse. 1. In male-female soldiers social interactions during periods of leave: a. During weekend leaves male and female AIT soldiers socialize at clubs, malls, and other places. While they all do not engage in activities that may increase their risk for STIs and UIPs, some do drink and engage in unprotected sexual behavior. b. Although some soldiers indicated knowledge regarding methods of reducing risk, including abstinence from drinking or drinking in moderation and/or abstinence from sexual activity or using barrier methods to reduce risk during sexual behavior, some soldiers reported limited or incorrect knowledge, negative attitudes, a lack of motivation and skills to reduce their risk while engaging in these behaviors. c. Both male and female soldiers indicated that STIs and UIPs were of concern for them and some heard of instances where these negative health outcomes have occurred. d. Some soldiers reported that going to the Troop Medical Clinic is a great place to go for reproductive health concerns such as STIs or pregnancy, some indicated concern that their health information would not be kept private, which may prevent them from seeking healthcare in a timely manner or for prevention purposes.
Marine Corps
2. When transitioning from AIT training to their first duty station, junior enlisted soldiers, especially female soldiers, reported knowledge of instances when soldiers first arrive to a new duty station, they receive a great deal of attention from male soldiers: a. It was reported that some soldiers are motivated by genuinely helping the "newbie" and some are motivated by possible opportunities for selfish reasons such as garnering attention or even dates. b. Some soldiers perceived this to be a particularly vulnerable time for female soldiers, especially those who are naïve or unsuspecting of the other the person's motives. c. Some soldiers (especially female soldiers) indicated that there is a need for training to give young male and female soldiers skills about how to handle social transitions to a new post.
3. When learning about their initial deployment abroad (e.g., Iraq): a. Both male and female soldiers reported feelings of being prepared for deployment in terms of their technical skills, but reported apprehension about the unknown and unexpected things to come; concern that family members and other love ones will worry about them; and unease about not having opportunities for rest and relaxation during long periods of deployment. b. As a result of these concerns, some soldiers reported an accelerated rate of engaging in some behaviors including drinking more and/or engaging in sexual activity. Along these lines some reported (mostly males) wanting to make sure they leave a legacy (child) behind if the event that they do not return from deployment, thus prompting opportunities for engaging in unprotected sexual intercourse.
The findings from the focus group discussions were used to inform the development of the interventions for AIT soldiers to reduce their risk for STI, UIPs and other health-related risk factors (SOW 3).
Develop comparable gender-specific interventions for male and female US Marine
Corps Army personnel to: (1) prevent acquisition of STIs and UIPs; and (2) reduce the risk of STI-and UIP-related behaviors including alcohol and other substance misuse, and personal sexual violence.
Deliverable for SOW 3:
Based on our focus group data it was determined that separate gender-specific interventions would not be feasible or an acceptable approach for educating soldiers in the context of AIT. Training manuals that provide content and instructions for the intervention facilitation were developed and completed in December 2008. Specifically, we developed curriculum, including the training manual for the STI/UIP prevention intervention, and an Army-specific video to reinforce health promotion information. The video is entitled, Off Post. The intervention is entitled, Staying Safe and in Control: Increasing Knowledge and Building Skills to Prevent Sexually Transmitted Infections and Unintended Pregnancies. See Appendix 1 for a detailed description of the modules' objectives for each of the four sessions of the intervention's training manual. In addition, for the comparison (control) group, an intervention was developed that focused on nutrition, physical fitness, and injury prevention. This intervention is entitled, Fit You: Practical Tools for Healthy Eating, Physical Fitness, and Injury Prevention. See Appendix 2 for a detailed description of the modules for this intervention. Also, it is important to note that we developed five, two-hour sessions for each intervention (10 hours of contact time for each intervention). However, due to AIT training demands and time constraints, Command leadership asked that we reduce the sessions to four sessions for actual delivery. This resulted in a total of eight hours of education contact with soldiers for each intervention. The outline of the shortened interventions are reported here since these were the versions that were implemented as part of this research.
3. Pilot-test the gender-specific interventions, self-administered questionnaires, and the biological specimen collection protocol for feasibility. Over the last year of study implementation our direct points of contact recently was CPT Patrick Coffee, the officer who was tasked with providing logistical support to the project and MAJ Emmitt Osborne, the Executive Officer the for the187th Ordinance Battalion.
As of July 31, 2013 we enrolled 933 AIT soldiers as study participants into the research project; 540 were randomized to the experimental intervention group and 393 were randomized to the control intervention group. Of the total enrollment, 368 participants were enrolled since March 2013, demonstrating our high level of productivity in the last five months of our funded project period. All participants enrolled were screened for C. trachomatis and N. gonorrhoeae; 48 (5.0%) were identified with an asymptomatic STI. Each individual identified with an STI received confidential treatment and counseling at the post's Preventive Medicine clinic per the standard of care for all soldiers seeking care at the clinic. Ms. Sarah M. Gay, RN, APHN, was the clinician who provided care to the soldiers who were identified with a positive infection. Ms. Gay noted that this "project reached individuals that would have not otherwise sought help to assess or improve their health". See Appendix 3 for a brief overview of selected descriptive characteristics of the research participants. Since we were actively in our data collection phase of the study when our project funding ended on July 31, 2013, we have not been able to conduct extensive data analyses to report thus far.
Conduct 12-month follow-ups of military personnel participating in the interventions.
Deliverable for SOW 6: Activities related to this SOW are still underway. Early in the implementation of the intervention it became obvious that a 12-month follow-up period of study participants would not be feasible since many of the soldiers would not be physically stationed in the continental United States (CONUS). Given this, we obtained approval from our then GOR (at the time MAJ Burrell) and IRB institutions to conduct 6-to 12-month follow-up, confidential web-based self-administered questionnaires. We requested the range in months on the bases of our prior experience with military personnel, recognizing that it takes several tries to reach and receive a response from military personnel (similar to that of civilian counterparts). Of the participants enrolled in the research project, 151 study participants have completed the follow up survey and 212 are currently in the follow-up window to complete the questionnaire. Of the remaining participants, 565 have not been reached due to undeliverable email addresses or no responses to our prior attempts to reach study participants; only 5 have declined further participation. To address the issue of undeliverable email addresses we were undertaking a number of strategies during our period of funding, including requesting that participants provide both their military and personal email addresses at study entry and request that they verify their email addresses prior to the end of the intervention participation in hopes that these additional efforts will reduce the number of invalid email addresses for follow-up going forward. Additionally, we have been working with the Battalion's leadership to identify viable military addresses for our prior participants. We hope that, with additional funding, we will be able to continue with our efforts of identifying the correct military email addresses of our research participants.
Since it is our goal to complete the follow-up questionnaires we are including copies of our currently approved IRB information. See Appendix 4 for our current IRB approval notification from the UCSF CHR (IRB #: 10-04317 Reference #: 056080; this approval will expire 10 December 2013). Please note that we are now using an electronic system, which explains the changes in our approval number from previous years. See also Appendix 5 for the USAMRMC Human Subjects Research Review Board (HSRRB), HRPO Log Number A-12373.2; this approval will expire on 10 December 2013).
Evaluate the effectiveness of each gender-specific intervention and compare differences across interventions on study participants' acquisition of STIs and UIPs during their first year of military service.
Deliverables for SOW 7: Activities related to this SOW has not been completed since it is contingent upon complementation of SOWs 5 and 6. Since the funding for the study was halted on July 31, 2013, we are not able to accomplish this SOW at this time. However, it is our goal to carry out this SOW with a request for new funding that would provide us the necessary resources to complete the follow-up questionnaires and to analyze the data and submit manuscripts for publication consideration as well as provide briefs to military-specific preventative medicine groups.
Examine key sub-questions related to STIs and UIPs:
(1) assess psychosocial, behavioral, and contextual factors associated with STIs and STI-related risk at baseline and STIs and UIPS at follow-up; (2) document the prevalence of personal sexual violence at basic training entry; (3) examine relationships among personal sexual violence, STIs, and STI-related risk at baseline and STIs and UIPS at follow-up; and (3) determine the relationship between alcohol and other substance misuse and personal sexual violence and the relationship of these factors to STIs and STI-related risk at baseline and STIs and UIPS at follow-up.
Deliverables for SOW 8:
This SOW will reflect a large portion of our data analyses going forward. A complete and thorough assessment of these factors will be done if we are able to secure additional funding to carry out this SOW. Specifically, it is our goal to address a number of important research questions related to our primary outcomes of interest, STIs and UIPs, and other related health outcomes such as alcohol abuse and other substance use as well as factors associated with intimate partner violence. We also aim to extend this SOW to examine factors associated with nutrition, physical fitness, and injury prevention. If we secure new funding to accomplish these goals we will meet weekly and to discuss our plan and undertake appropriate data analyses in an iterative process. Drs. Boyer, Pollack, and Garber have a long productive history of collaboration with our previous USAMRMC-funded research. These activities will be ongoing and dissemination of our findings will occur in parallel. Our project submission date is early January 2014. This aspect of research has the potential of providing key insights into factors associated with unintended pregnancy among young adult males females. Although the focus is on soldiers, there is clearly a broader public health implication for civilian young adults as well. See Appendix 6 for a copy of the SAHM research abstract. It is important to note that our team has an excellent track record in producing manuscripts and presenting at scientific and military-specific preventive medicine meetings. With our previously funded USAMRMC research we published 16 scientific papers in high impact peer reviewed journals, including military-specific, public health, preventive medicine, and other scientific specialty journals.
Disseminate study findings through
KEY RESEARCH ACCOMPLISHMENTS
1. We conducted six separate male and female focus groups to provide formative research to help guide the development of the interventions to be studied in this research project. See a detailed description of the focus group findings above in SOW 2.
2. Based on our prior military-specific research, our formative research specific to this project, and best practices identified in the research literature, we developed two training manuals that provide content and instructions for the experimental and control interventions that were implemented as part of this research project. 3. We developed an Army-specific video entitled, Off Post that was developed specifically for this project. The goal of this video was to address specific areas of health risks that were identified for soldiers during periods of leave during AIT. The content of the video was based our formative research and was produced to reinforce health promotion messages described in the experimental intervention.
4. As noted above in SOW 5 activities we enrolled 933 AIT soldiers in this randomized controlled intervention trial, 809 (86.7%) males and 124 (11.3%) females. The breakdown of study participants by gender accurately reflects the gender differences that occur in the training battalion in which this research project took place. See also Appendix 3, for a brief (selected) description of the study participants.
5. All participants enrolled were screened for C. trachomatis and N. gonorrhoeae. Of these individuals, 48 (5.0%) were identified with an infection. Each individual identified with an STI received confidential treatment and counseling at the post's Preventive Medicine clinic per the standard of care for all soldiers seeking care at the clinic.
REPORTABLE OUTCOMES
To date, we have only had the opportunity to submit one research abstract for consideration for presentation at the 2014 scientific meeting of the Society for Adolescent Health and Medicine (SAHM). In October 2013, we will learn whether this abstract is accepted for presentation at the upcoming SAHM meeting. See Appendix 6 for a copy of this abstract, which is entitled, "Correlates of consistent use of effective contraceptive methods among male and female adolescent and young adult soldiers in training." This abstract focused on factors associated with effective contraceptive (birth control) methods used by young adult men and women. Since data analyses were still underway, the abstract only reflects the first 720 participants enrolled in the study. Given the goal of understating factors sociodemographic, knowledge, psychosocial factors and behaviors associated contraceptive use, only those study participants who selfidentified as having a history of sexual experience were included in the data analyses that were conducted to produce this research abstract. This research is important in that it has the potential of shedding light on factors that may help in the prevention of unintended pregnancies in young adults, particularly among men where there is little to no understanding of these factors. 
CONCLUSION
Since we have not had the opportunity to fully complete our SOW activities, it is premature to draw any final conclusions. However, what we have learned through the development, implementation, and preliminary process evaluation of this randomized controlled intervention trials the following preliminary observations were made:
1. Implementing health promotion and disease prevention interventions are both feasible and acceptable strategies for educating soldiers in the AIT context. With guidance and support of the Command's leadership, and with direct involvement of the training Sergeants, such educational activities can be integrated into AIT. 2. AIT soldiers are willing to participate in health education sessions, in addition to their AIT education and training. They reported that such heath education opportunities are desired and important to their health and careers. They often wanted additional health promotion education opportunities beyond the eight hours of time they spent in the educational sessions. 3. Our project utilized a multi-media and multi-session approach using didactic and interactive knowledge and skills building teaching modalities. Moreover, we used videos and experiential learning strategies to promote healthy communication and problem-solving techniques, which the soldiers found to be acceptable and preferable to just a didactic only education strategy. 4. Sexual and reproductive health as well nutritional and injury prevention are health topics that soldiers indicate are important, and thus, they are willing to learn about.
5. Soldiers are willing to undergo screening for STIs using non-invasive techniques. All of the soldiers who enrolled in this research project submitted biological specimens to for screening of asymptomatic STIs; urine specimens were used for males and self-administered vaginal swabs were used for females. It is important to note that this process was done confidentially within the AIT (group education) context. Given the 5% STI positivity rate we identified, it is evident that STI screening, especially for males, who rarely have opportunities to undergo sexual and reproductive health examinations, is warranted for all soldiers early in their military careers. Our prior research and other public health research have shown that screening for prevalent asymptomatic STIs among young adults is important and costeffective in that it has the potential of adverting sequelae of STIs including pelvic inflammatory disease, chronic pelvic pain, future infertility, and increased risk for HIV. Moreover, identifying, treating, and counseling soldiers with an STI will likely prevent other STIs in other troops since many soldiers who work and train together do engage in social and sexual relationships.
Although we are not able to provide any conclusions about the effective of the intervention at this time, please note that we have a firm commitment to completing SOW-related activities, including completing the follow-up surveys (SOW 6), evaluating the effectiveness of the study interventions (SOW 7), an examining key sub-questions related to STIs, UIPs and other health related factors such as alcohol and other substance use, and intimate partner violence (SOW 8).
With further funding, we are confident that we will be as productive in publishing the results of this research as we have in our previous USAMRMC projects. 
Appendices Page
OBJECTIVES:
• To provide participants with information about the effects of alcohol use • Encourage participants to take personal responsibility for goals, motivation and skills required to meet individualized dietary needs and fitness goals • Encourage self-assessment and goal setting for a healthy lifestyle • Recognize factors that factors that lead to stress • Build skills for using stress reduction techniques TIME: 120 minutes
MATERIALS:
Whiteboard, dry erase markers (or butcher paper and markers, if whiteboard is not available), PowerPoint File, Laptop, LCD projector and extension cord (if necessary), "Pattern of Alcohol Use" and "Alcohol Use and Sexuality" handouts
FORMAT:
Interactive PowerPoint slide presentation 
MODULE 1
MINUTES Alcohol Effects and Use
